


Report Title: Irritant Effects on the Rabbit Eye of E2414.01 

Test Type: Ocular Irritation 

Conducting Laboratory and Location: Huntingdon Research Centre, England 

Test Substance(s): #E2414.01 - 1% Octopirox in shampoo. Undiluted material was 
tested. 

Species: Rabbit 

# of Animals: 3 to 6 rabbits tested 

Test Conditions: Group 1: 0.01 ml, undiluted, eyes un-rinsed, six rabbits 
Group 2: 0.01 ml, undiluted, eyes rinsed after 4 seconds, three 

rabbits 

Results: Group 1: MAS = 11 ,test material is a moderate irritant 
Group 2: MAS < 1 

Study #: ECM BTS 930 
Report Date: 1 l/30/84 

Accession #: 31973 



! ihkhatse Zotul Cost 1 c lwl 

--- 



c 

(Froject 6QI BTS WOI 



f 



Saw.pl= dealgnbtior: 

Irritant af feet6 90 *e rabbit eys . 

The teat eubatmicr nury cam tntb Cmtact wtth th* eye during 
haodlfng or use. 

1 .Z. Th4 albino rsbbfi was izheeen a8 it he8 been shwn to be a 
euitrbla model i?or sye irtftatien studies W@ is tie anFma1 
r*ccmenacd in *kc tact pmtacalr 

2.1. -6 2414.a1, a pale bl.u+ vhaour liquid uas rawiwd on k2 D:tober 
1984 and wca etdted ut wb?&mt Lcmperaturs. 

2.2, The stability aad M&ratptian 09 the teut suhtanov war@ not 
dstemined. 

2.3. The test substance uas a%ntntstercd al) supplied h,y the Spcnsor. 

3-l. PrQtmol 

The rxperinentaZ prec&Jr+ wed was ba64td on Procter and Garble 
Limited Standard Pm66durc lgp. C2B. 

3.2. Aninnl managuaent 

3.2.1. Mine Ybw Sealand White strain tabb&t6 in 2he weiqltt r;ylqc 
2.1 ta 2.9 kg and approxfmutely 10 tv 13 weeks af aye uece 
cbtajned frem St%tcd Rabbits. Ruxtad, SC~OSO%. The r&bits 
eclace6d for the rtudy wtzs all acclLmstwi to the 
laboratazy mnvirnnrstmc. 
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3.7. 

3.2.3. 

3.2.4. 

3.2.4. 

3.2.6. 

Group I. P 2424.01, 0.01 ml, undL]L~ted. eyee udrinswd - 
*if tal&its. 

GKIvp 2. U 2414~51, Q.&l ml. undllctts3, Qyus rinsul after 
4 umnd:s - three cs58itr. 

Animal CIoQnr te.mperature -6 udntufued at apprgrimateZy 
l!?v! and mdativo humidSty at 30-101. 

Ail animlf~ were obaemmi daily for oLgno of ill health ar 
toxic oigne. 

3.3.1. The ayes ef mch anZmaZ wet+ rrrraairurrd prior to 
FPatilLatioa 98 the,r+rt au8rCeno r0 ea#uro t&m r;lrorre 
nali no prs-existing cornea1 d.aqw of eonjurLcckva1 
inf lacmrstiun. 

3.3.2. & 0.01 ml a$k&UQt of E 2414.t)L, undiluted, uas.pliuced 
dinxrly clnLo the wmwml ruetwo of 6*# eye of each 
anima 1. 

Vh+z ayalids were them gen%y he1.d togetlrer Zcr WP second 
before wzba5tng. me conttatatcral eye rsnbined 
untreated and sermd aa a contml. 

3.3.3. ~99z~rimately 4 sucoflde &tar instillatictn 02 tZte test 
~ubbtanca the treated eyes of animal* in Group 2 *em 
rinmd using 20 ml of lu~wurm tap water. 
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3.4.1. Bxalikia&tlah of the ye4 uafi lcaa 1. 2. 3. 4. 7 and 24 dsys 
rbter i*Snrti‘ihtton. ob4srvatiQn of thr eyms ‘llB’ aided Ey 
the me of 8 nandwld folch. 

2.4.2. atrainq and accticg ol the ocular letsions wbre parfamed 
kmmd cm the fo3l.awiag aueericaL scoring ay*ttsP~ 

3.4.2.1. CorMa 

048 qUattO% (or lsrba) but not ze1'0 
Qrcattr thbn cae qcbrtor, but Mb8 than 

half 
Greater than ?&bLf. but 14~1s than thrth- 

q&#ctair a 
CcuatoF than thrst-quartorssr YQ to whole 

srlaa 

Rb?U81 0 
9OLds 4.?bOW poimal. congestim, walling, 

ciCCwacetn9rl injection [uny or all of 
theme QI cumbination of any thsrsof/ 
Lrls rttL3 reacting to Ught (slug&a% 
r*botiQn i* pObitif6) 1 

x0 reartirrn to tfqht, hdwaormaya, gro+* 
daetructfon {any cr at1 PE mere! a 

Ax5 Tatal muaimtm = LG 

* meire 3.B. Appraisal al tha Safety cf Chemicals in Poods, br#qa and 
ceaactico. Amen. Oz rood tnd Drug Official6 ah? tia United SEtales. 
p. 51 (59591. 
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iiictitatiiig manbrand 1 
obvious mdelli8g uith partial wem4iuo Df 

LAda 2 
+mlling with lide ebuut hatf-ckrsed 3 
SvelLing with Udr about lrslt-elased ta 
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6. CLA6b’SPlCATXcIR 

6.2.3. Cmjwctrval grador 2 Mb &eve 

6.2.4, Conjunctival grader of 1 psisidtkng beyond 24 hDute 

6.4. A aeuer(~ ifrit8M 13 a teot au?&awt *hat pror3uCCC rr8cQxme 
parhating beyond by 21 or: that producers 8 necrotic Leeion. 

7. ARCHXVRS 

6 P414.ql. 0.01 ml, no rinse (TahlO lb 

Corneal opacities deVelQp!d in two anLlsalo and dukliag of th6 nonaal 
lsrtre of tie cQrmh u&d 81411 in tw @she: snimsk. 



me Eu19 at&e calculat4d to be: 11 

Tiie median racwery time ww ccublEuLbtw3 to W: ? days. 

Traneient mild conjunctival l*fl~mtian wat cwm in CMe ininrl. 

M4 re*ctic)n8 to traatmant rrm3 man Ln the temaining two Urimala 
ducirrg the *srvetian prria& 

Tha M&s ~8% caaculatrd to 8e: 81. 

9. CDmLUsIOn -----l--c 

c ac14,oL is czurridwed td2 w ip moacreta irritant. 
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